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Guidance for Industry 

tions from the Warning Labe equirement far Juice 
~~R~c~rnrn~~d~ti~~~ for Effectively Achieving a 

5-Lag Reduction 

The Ofke of Plant and Rairy Foods and Beverages in tk Center for Food Safety and Applied Phtrition has 
is guidance, This guidance zqwesents the agency’s current thinking on reducing microbial food 

safety bzards in juice. It does not create or confer any rights for or on my person and does not operate to 
bind FDA Qr the public. An alternative approach may be used if sacfr approach satisfies the r~~~i~~~~~ts of 
the a~~~ica~~~ statute and regulations. This @idance d~c~~$~t supercedes “~ar~~~~ and Notice ~tat~~~~t: 
~a~~~i~~ of Juice Products SmaiX Entity Compliance Guide,” September 18,1998, 
h~tp://~,cfsan,fda.g~v/~d~s/~uic~~d. html. 

In the Federal Register of July 8, 1998 (63 FR 37030), the Food and Drug Ad~~strati~~ (FDA) 
ublished a final rule requiring a warning label on any juice that has not been 

prevent, reduce, or eliminate pathogenic microorganisms that may be present (the “Juice labeling 
rule”). In this guidance document, juice is any juice or juice ingredient in a beverage, as defined 
by 2 I CFR 120.1(a). Under 2 1 CFR 1.0 1 a 17(g), any juice or juice ingredient that is not processed 
to reduce pathogens by ~Q~,~~~-fQ~d (i.e., attain a S-log reduction in the pertinent 
rnj~r~~rga~~srn) must bear a warning label. Because labeling may have litited ~~e~t~v~n~ss (i.e., 
it must be read and be understood), the warning label was intended to provide a measure of public 
safety until final Hazard Analysis and Criticaf Control Point (EfAU2P) regulations for juice could 
be established and implemented. 

In the Federaf Register of January 19, 200 1 (66 FR 6 13 8), FDA published a final rufe requires 
the application of HACCP principles to the processing of any juice or juice ingredient in a 
beverage (the “‘juice WACCP rule”). Juice produced in a retail establishments i.e., a facility that 
produces juice that is only sofd directly to consumers, is exempt from the HA~CP requirements. 
Like the juice labeling rufe, the juice HACCP rule utilizes the standard of a Slog reduction in the 
pertinent microorganism. Specifically, under 6 120.24(a), juice processors must establish control 
measures that will produce such a reduction. 

tier the ~~b~~~ati~n of the juice labeling rule, FDA’s scie&Zc understanding rsf how to attain 
electively a S-log reduction evolved, as discussed in the preamble and as reflected in the 
requirements of the juice HACCI? rule. 



Purpose of this Glridance 

The purpose ofttis draft guidance document is to provide guidance to those juice 
yet subject to the juice r&e (e.g*, small and very small processors who are not subject to 
the juice IHACCP rule ary 2 1,2003 and January Z&2004, respectively) who are 
pe~~rrni~g a 5&g reduction to attain exemption from the label warning requirement. This draft 
guidance document also provides guidance to processors at retail who are not subject to the juice 
HACCP rule and who are p~rfQrming a 5-log reduction to attain exemption Tom the warning 
label requirement. FDA encourages those processors to operate c~ns~st~nt~y with this draft 
guidance in terms of S-lag reduction treatments because this draft ~idan~~ is based upon FDA’s 
current scientific k~~w~~dge. The previous Slog reduction gu nce in the juice labeling rule and 
FDA’s guidance document, “Warning and Notice Statement: ling of Juice Products Small 
Errtity Compliance Guide”’ (the “small entity compliance guide”) (Ref. I), are superceded in part 
by this guidance because these documents na lunger reflect FDA’s current thinking. 

FDA’s current scientific understanding of huw to attain e~e~t~ve~y a 5&g r~ductiQn is 
~~f~rrnat~~~~ obtained from public meetings, discussions, advents to the juice HACCP proposed 
rule (63 FR 20450), and re~~mm~ndati~ns from the National Advisory ~~rnrn~~~ee on 
~cr~bi~l~gical Cr eria for Food (NACNCF) (Refs. 2 and 3), To assist juice praGessors in 
attaining a S-lug re ction consistent with current s~i~~t~~c knowledge, Table 1 compares FDA’s 
previous and current re~~rnrne~dati~ns for achieving the T-log reduction. The f~l~~w~ng 
questions a,nd answers provide additional guidance for current rec~mm~ndati~~s for the S-log 
reduction: 

~~~~~~~~: When in the recess shsufd the S-log reduction treatment be applied? 
Ansnrer: Based upon c rent scientific understanding, FDA recommends that the 5-log ~at~~ge~ 

roduct packaging occur under one firm’s control, in e ~r~du~ti~n 
ing under current Good manufacturing Practices (C and i~~ed~ateIy 

fore OF i~~d~at~~y after packing. This recommendation is for both citrus and non-citrus 
~urces. Thus, good agricultural practices (GAB) aGd CGms at the farming and ha~gsting 
stages are encoura d but should not be counted towards the 5-log reduction. The basis for this 
rec~rn~~~ndat~~~ i scussed in more detaiI in the juice I-ZACCP rule(66 FR 6 138 at 6 166). 

A~~~JxY=.= FDA recommends that juice processors use treatments that directly contact all pathogens 
that may be present in or on the fruit or vegetables being processed. Fur most products, this 
means that the treatments should be performed on the juice after it is expressed, For citrus juices 
only, effective surface treatment of the citrus fi’uit may constitute direct contact with all 
pathogens, and thus, rocessors may consider e~unt~ng such treatment toward the 5-log 
reductive. If surface treatments are used on cites fruits to achieve the S-log reduction, FDA 
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r~c~~e~ds that the treatment he applied to undamaged tree-picked fmit (USDA choice or 
higher quafity) that has been cleaned, The basis for this re~~~~~ndati~n is discussed in more 
detail irx the juice HACCP rule (66 FR 6138 at 6f?l). 
~~~~~~ 

rocessm-s who do not treat their juice to achieve the Hog reduction should continue to comply 
with the juice labeling rule. Huwever, based upon FDA’s current knowledge, processing juice in 
accordance with the ~~~~~~endat~~~s in the small entity compliance guide foi[- the juice IabeKig 
rule may not reduce pathogens to an acceptable fevel, TErerefore, juice processors claiming 
exe~~ti~~ tiom the warning label requirement on the basis oftbe S-log reduction p~~vis~~~ of21 
CFR 101.17(g)(7) should consider the principles in this guidance. FDA plans to publish two 
additional guidance documents, “‘Guidance for Industry: Juice HACCP Hazards and Control 
Guide” and ‘The Juice HACCP Regulation: Questions and Answers”, that will provide additional 
inf~~~at~u~ on the juice MACCP rule, including assistance in achieving a 5-Zag reduction. Both 
dQcu~ents will be available electronically. 
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during faring, harvesting, or processing over 
which the processor has control and which are single production faci1it-y. Any reduction of 
effective (SmaIl Entity Compliance Guide). pathogens based upon the a~p~~~ati~n of 

GAPs and CGWs in farming and harvesting 
is encouraged but should not be counted 
towards Slag reduction (see 21 CFR 

Once the juice HACCP mfe is effective, juice 
processors subject to the rule must perform 5- 

e (preamble to the juice ESMIXY 
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No prior guidance. S-log reduction should use treatments that 
directly contact aXX pathogens that may be 
present. For citrus fruit, surface treatment 
may be counted toward S-log redu~t~~~ 
firllowing cleaning and culling. For mm-citrus 
fruit, treatment should be applied to the 
expressed juice (see 21 CFR 120.24(b)). 

Once the juice HACCP rule is effective, juice 
processors subject to the mle must use a 
treatment that directly contacts all pathogens 
(‘juice HACCP rule, 21 CFR 120.24(b)). 
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